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21 CFR Part 520
Oral Dosage Form New Animal Drugs; Clindamycin

AGENCY: Food and Drug Administration, HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug Administration (FDA) is amendlng the animal
drug regulations to reﬂect approval of two supplemental new animal drug
applications (NADAs) filed by Pharmama and Upjohn Co. for clindamycin
hydrochloride oral dosage forms. The supplement to the NADA for a\n;oraI |
liquid provides for ap expanded dose range for the use of clindamycin
hydrochloride in both dogs and cats for the treatment of certain bacterial
infections. The suppiement to the NADA for oral capsules ‘pryovides‘ for an
expanded dose range in dogs and foi‘; use of a 300-milligram (mg) strength
capsule.

DATES: This rule is effective [insert date of publication in the Federal Register].
FOR FURTHER lNFORMAf’TI‘ON“CO’NT‘A’"CT:’ Melanie R. Berson, Center fo‘r Veteﬁnary
Medicine (HFV-110) , Food and Drug Administration, 7500 Standish PI.,
VRockviHe MD 20855' 301-827-7540, e'—'mail"mberson@ch'fd‘a' gov.
SUPPLEMENTARY INFORMATION Pharmac1a and Up]ohn Co 7000 Portage Rd.,
Kalamazoo, MI 49001—0199 flled supplements to NADA 135-940 that prov1des
for use of ANTIROBE (clindamycin hydrochlomde) Aquadrops Liquid and to
NADA 120-161 for ANTIROBE (clindémy(:ih hydrochlonde)Capsules -
Supplemental NADA 135-940 provxdes for an expanded dose range for the N ;
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use of clindamycin hydrochloride in both dogs and"cats for thé treatment of
- certain 1nfect10ns assomated w1th bacterla susceptible to chndamycm
hydrochlonde Supplemental NADA 120-161 provides for the same expanded
dose range in dogs and for use of a 300-mg strength capsule. The supplemental
applications are approved as of May 13, 2002, and the regulations areamended -
in §§520.446 and 520.447 (21 CFR 520.446 and 520.447) to reflect these
approvals. The basis of these approvals is discussed in the freedom of
information summaﬁe‘s. Sections 520.446 aﬁd 52’0.447 are also being revised

to reflect a current ermat.

In accordance w1th the freedom of mformatlon prov131ons of 21 CFR part
20 and 514. 11(9)(2)(11) summanes of safety and effectiveness data and
information submitted to support approval of these applications may be seen
in the Dockets Management Branch (HFA—-305), Food and Drug
Administration, 5630 Fishers Lane, rm. 1061, Rockville, MD 2685'2”, between
9 am. and 4 p.m., Monday through Friday.
| FDA has ‘determiined‘ under 21 CFR 25.33((1)(1) that;theé‘e actions are of
a type that do not individually of cumul»ativelykhave a significant effect on
the human environment. Therefore, neither environmental assessments nor
‘environmental impact statements are required. |
This rule does not meet the definition of “rulé”k‘_in 5 USC 804(3)(A)
because it is a rule of “particular applicability.” Therefore, it is not subject

to the congressional review requifre‘m’ents in 5 U.S.C. 801-808.
List of Subject in 21 CFR Part 520

Animal drugs.
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Therefore, under the Federal Food, Drug, and Cosmetic Act and under -
authority delegated to the Commlssmner of F ood and Drugs and redelegated

to the Center for Veterinary Medlclne, 21 CFR part 520 is amended as follows:
1. The authority citation for 21 CFR part 520 continues to read as follows:

Authority: 21 U.S.C. 360b.

2. Section 520.446 is revised to read as follows:

§520.446 Clmdamycm capsules and tablets

(a) Specifications—(1) Each capsule contains the equ1valent of 25, 75, 150, -

or 300 milligrams (mg) clindamycin as the hydrochloride salt.

(2) Each capsule contains the equivalent of 25, 75, or 150 mg clindamycin
as the hydrochloride salt.

(3) Each tablet contains the equivalent of 25, 75, or 150 mg 'ciindaniycin
as the hydrochlorlde salt | | | -

(b) Sponsors. See sponsors in § 510 600(c) of this chapter as follows |

(1) No. 000009 f’or use of capsules descrlbed, in paragraph (a)(1) of this |
section as kin paragraphs (d)(1)(i) and (d)(z)(i) of this section.

- (2) No. 059130 for use of capsules described in paragraph (a)(2) of this

section as in paragraphs (d)(l)(ii) and (d)('z)(ii)‘o.f this section.

(3) No. 059079 for use of tablets described in paragraph ‘(‘a)"'(’3) of this
section as in 'paragragphs (d)(ld)(ii)k and (d)‘(wz)(ii;)”of this section. B

(c) Special con31derat1ons Federal law restricts this drug to use by or on
the order of a hcensed Veterlnarlan

(d) Conditions of use in dogs—(l) Ameunt—(l) Wounds abscesses and

dental infections: 2.5 to 15 mg per pound (/1b) of body weight every 12 hours
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for a maximum of 28 days. Osteomyeiitis: 5.0 to 15 mg/Ib of body weight every
12 hours for a minimum of 28 days.

(ii) Wounds, abscesses, and dental infections: 2.5 mg/lb of body weight
every 12 hours for a maximum of 28 days. Osteomyelitis: 5.0 mg/Ib of body
weight every 12 hours for a min’imum of 28 days. | |

(2) Indications for use—(i) For the treatment of skin infections (wounds =~
and abscesses) due to susceptible strains of coagulase-positive staphylococci
(Staphylococcus aureus or S. intermedius), deep wounds and .absicesses’dUe |
to susceptible strains of Bacteroides fragilis, Prevotella melaninogenicus,
Fusobacterium necrophorum, and Clostridium perfringens, dental infections
due to susceptible strains of S. aureus, B. fragilis, P. melaninogenicus, F.
necrophorum, and C. perfringens, and osteomyelitis due to susceptible strains
of S. aureus, B. fragjlis, P. me]anihbgenic'us, F. ne¢roj5}i0fﬁm, and C.
perfringéns. ‘

(ii) For the treatment of soft tissue infections (wounds and absCe‘s‘,Ses),‘ o
dental infections, and o'stéomyel“i‘t'is‘baused by'suscept’i’blé strains of S, aﬂyureyu‘s, )
soft tissue infections (deep wounds and abscesses), dental infections, and
osteomyelitis caused by or associated with susceptible strains of B. fragilis,

P. melaninogenicus, F. necrophorum, and C. perfringens. |

3. Section 520.447 is revised to read as follows:
§520.447  Clindamycin liquid.

(a) Specifications. Fach millilfter of solUtion,Co’n'tai’ri;s the equivalent of 25
milligrams (mg) clindamycin as the hydrochloride salt.

(b) Sponsors. See sponsors in’ §510.600(c) of this chapter as follows:

(1) No. 000009 for use as in paragraphs (d)(l)(l)(A) (d)(l)(u)(A)
(d)(2)(i)A), and (d)(z)(n)(A) of thls sectlon ' - ‘
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(2) No. 059130 for use as in paragraphs (d)(1)()(B), (QDGEHE), OB,
and (d)(2)(i)(B) of this section. o ! . |

(c) Special considerations. Federal law restricts this drug to use by or
on the order of a licensed veterinarian.

(d) Conditions of use—(1) Dogs—(i) Amount—‘—(A) Woﬁnds, abscveSses, and
dental infections: 2.5 to 15 mg per p‘ouud (/1b) of body weight every 12hours
for a maximum of 28 days. Osteomyelitis: 5.0 to 15 mg/lb of body weight every
12 hours for a minimum of 28 days. | B

(B) Wounds, abscesses, and dental infections: 2.5 mg per pound (/1b) of
body weigh{ every 12 hours for a maximum of 28 days. Osteomyélitiéz 5.0 mg/
Ib of body weight every 12 hours for a minimum of 28 days. |

(ii) Indications for use—(A) For the treatment of skin infeCtiOnS (wounds
and abscesses) due to susceptible strains of coagulase-positive staphylbcbcci
(Staphylococcus aureus or S. intermedius), deep wounds and abscesses due
to susceptible strains of Bacteroides fragilis, Prevotella melanmogemcus |
Fusobacterium ﬁecrophorum, and Clostridium perfringens, dental infections
due to susceptible strains of S. aureus, B. fragilis, P. melaninogenicus, F.
necrophorum, and C. perfringens, and osteomyelitis due to susceptible strains
of S. aureus, B. ffagi]is, P. melaninogenicus, F. necrophorum, and C.
perfringens.

(B) For the treatment of soft tissue infections (wounds and abscesses),
dental infections, and OSteomyelitis caused by susceptible strains of S. aureﬁs
and for soft tissue infections (deep wounds and abscesses), dental infections,
and osteomyelitis caused by or associated with susceptible strains of B. fragilis,

P. melaninogenicus, F. necrophorum, and C. perfringens.
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(2) Cats—(i) Am’oun}‘t———k(A) 5.0 ti_) 15.0 mg/lb of bodyWeight évery 24 hours
for a maximum of 14 days. |
(B) 5.0 to 10.0 mg/Ib of body weight every 24 hours for a maximum of
14 days. |
(ii) Indications for use—(A) For the treatment of skin infections (wounds
“and abscesses) due to susceptible strains of S. aureus, S. iﬁtermedius,
Streptococcus spp., deep wounds and abscesses due to syuscep’tible strains of
Clostridium perfringens and Bacteroides fmgi]is, and d‘e(kiitfal‘ infections cﬁhié:to |
susceptible strains of S. aureus, S. intermedius, Streptococcus spp., C. |
perfringens, and B. fragilis. |
{B) Aerobic bacteria: Treatment of soft tissue Vinfect‘iop:s (Wounds and
abscesses) and dental inféctions ,Cau‘séd by o'r'associ‘ated‘wi’t‘h sUSCeptible
strains of S. aureus, S. intermedius, and Streptococcﬁs spp- Anaerobic bacteria:
Treatment of soft tissue infecti‘orns (deep wounds and abvsCeés‘es’)'ahd dental
infections caused by or associated with susceptible strains of C. perfringens

and B. fragilis.




Dated: 7//7 /OQ—

July 17, 2/002.'/

Stephen F. Sundlof,
Director,
Center for Veterinary Medicine.
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